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Office Action Summary 



Application No. 
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Montmlny 



Examiner 
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Art Unit 

1648 




- T7ie MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) E9 Responsive to communication(s) filed on Feb 29. 2000 



2a) □ This action is FINAL. 2b) OS This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qu9)tf§35 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) B Claim(s) 1-7. 12. and 17 . is/are pending in the applies 

4a) Of the above, claim(s) \slare withdrawn from considers 

5) □ Claim(s) is/are allowed. 

6) H Claim(s) 1-7. 12. and 17 _ is/are rejected. 

7) □ Claim(s) _ is/are objected to. 

8) □ Claims are subject to restriction and/or election requirem 

Application Papers 

9) □ The specification is objected to by the Examiner. 

10) □ The drawing(s) filed on is/are objected to by the Examiner. 

11 ) □ The proposed drawing correction filed on is: aP approved b)ddisapproved. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)D All b) □ Some* c) CNoneof: 

1 . □ Certified copies of the priority documents havejDeen received. 

2. □ Certified copies of the priority documents^have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
Attachment(s) 

15) 0 Notice of References Cited (PTO-892) 18) □ Interview Summary (PTO-413) Paper No(s). 

16) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 19) □ Notice of Informal Patent Application (PTO-152) 

17) |jS Information Disclosure Statement(s) (PTO-1449) Paper No(s). 2 1/2 20) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 
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Part of Paper No. 6 
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Art Unit: 1648 

Claims 8-11 and 13-16 were cancelled and claims 12 and 17 were 
amended by preliminary amendment. Claims 1-7, 12 and 17 are pending and 
under examination. 

Claim 5 is objected to because of the following informalities: 
In line 1, * glucagon" is misspelled. Appropriate correction is 
required. 

The following is a quotation of the first paragraph of 35 U.S.C. 

112: 



The specification shall contain a written description of the 
invention, and of the manner and process of making and using it, in 
such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his 
invention. 



Claims 1-7, 12 and 17 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which 
it pertains, or with which it is most nearly connected, to make and/or 
use the invention. 

Claims 1-7, 12 and 17 are drawn to a method of treating diabetes 
mellitus comprising contacting a biological system with a compound that 
inhibits or disrupts the binding of CREB to CBP. 

With respect to claims 1-5, 7, 12 and 17, it is noted that 
diabetes mellitus is a metabolic disorder and that any effective 
treatment for diabetes mellitus is carried out by treating an intact 
animal rather than by treating any ^biological system," which according 
to the specification at page 20, includes any *cell-based system." 
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Accordingly, there is no enablement broadly for treating diabetes 

mellitus in a biological system. 

With respect to claims 1-7, 12 and 17, the specification does not 

provide any factual evidence that a compound that inhibits or disrupts 

the binding of CREB and CBP provides any beneficial effect in treating 

diabetes mellitus, either insulin-dependent or non-insulin dependent. 

The state of the art in diabetes treatment in 1999, after the effective 

filing date of the instant claims, does not indicate that inhibition or 

disruption of CREB-CBP binding is a known mode of action for any 

recognized diabetes treatment (The Merck Manual, Seventeenth Edition, 

pages 174-176; cited on PTO 892, attached), including insulin, the 

sulfonylureas, and various antihyperglycemic drugs. One of skill in the 

art requires more than a suggestion that administration of a compound 

that inhibits or disrupts CREB-CBP binding to a patient with diabetes 

mellitus would result in improving the disease status of the patient. 

Taking into account inter alia the amount of direct guidance provided by 

Applicant's specification, the lack of working examples directed toward 

diabetes treatment, and the state of the art at the time the invention 

was made, the specification cannot be said to enable claims for 

treatment of diabetes mellitus. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Examiner Wortman 
whose telephone number is (703) 308-1032. The examiner can normally be 
reached on Monday through Thursday from 7:30 am to 5:00 pm. The 
examiner can also be reached on alternate Fridays. If attempts to reach 
the examiner by telephone are unsuccessful, the examiner's supervisor, 
James Housel can be reached at (703) 308-4027. Any inquiry of a general 
nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is 
(703) 308-1235. 



* 
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Art Unit: 1648 



Papers related to this application may be submitted to Group 1600 
by facsimile transmission. Papers should be faxed to Examiner Donna 
Wortman, Art Unit 1648, and should be marked * OFFICIAL" for entry into 
prosecution history or * DRAFT" for consideration by the examiner without 
entry. The Art Unit 1648 FAX telephone number for official papers is 
(703) 308-4242. FAX machines will be available to receive transmissions 
24 hours a day. In compliance with 1096 OG 30, the filing date accorded 
to each OFFICIAL fax transmission will be determined by the FAX 
machine's stamped date found on the last page of the transmission, 
unless that date is a Saturday, Sunday, or Federal Holiday with the 
District of Columbia, in which case the OFFICIAL date of receipt will be 
the next business day. 




Donna C. Wortman, Ph.D. 
Primary Examiner 



June 27, 2001 



